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DETAILED ACTION 

Drawings 

1 . The drawings were received on 29 December 2006. These drawings are 
acceptable. 



Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section ■ 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

3. Claims 1-5, 7, 8, 10, 12-15 and 17-23 stand rejected under 35 U.S.C. 102(e) 
as being anticipated by Friedman (US Patent Publication 2003/0097167, 
hereinafter referred to as Friedman'167). 

Regarding claims 1-5, 10, 14 and 19, Friedman' 167 discloses a medical 
apparatus used to treat cardiac arrhythmia comprising a flexible probe for accessing a 
patient's esophagus via the mouth with a proximal end which remains outside the 
patient and a distal end within the esophagus (title; abstract; paragraphs [7], [10] and 
[32]); an echocardiography transducer coupled to the distal end at a predetermined 
location within the esophagus relative to the heart to perform transesophageal 
echocardiography (Fig. 1 TEE probe 3; paragraphs [6], [10] and [32]); and a plurality of 
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electrodes spaced along a longitudinal axis of the probe included in the sheath (Fig. 2, 
electrodes 26; Fig. 3, leads 1-8) each coupled to a wire lead extending along the probe 
to a power source (paragraphs [9], [28] and [29]) for delivering a cardioversion or 
defibrillation current via the esophagus (paragraphs [15]-[17] and [36]-[38]). 

Regarding claims 7, 17 and 18, and further regarding claims 1 and 14, 
Friedman'167 discloses the electrodes mounted on or within a flexible sheath which is 
sized to be received over a distal portion of the probe and fixed thereon at a 
predetermined location relative to the echocardiography transducer (paragraphs [6], [7], 
[10]-[12] and [32]), the sheath being made of a biocompatible material (paragraph [32] 
discloses a sheath made of silicone) wherein the sheath/electrode is selectively 
mountable on and removable from the scope portion (paragraphs [11], [12] and [32]). It 
is noted that the electrical contacts within the sheath are functional as electrodes in an 
operative position themselves, and also that the act of clamping the electrode rings to 
the sheath can be reasonably interpreted to mean a sheath including an electrode. 

Regarding claim 8, Friedman'167 discloses that the sheath can also be 
permanently bonded to the probe (paragraphs [34] and [35]). 

Regarding claims 12 and 13, Friedman'167 discloses the electrode having a 
length of 7-1 0mm along an axial direction of the probe and being separated from a 
second electrode by a distance of 5-8mm (Fig. 3). 

Regarding claim 15, Friedman'167 discloses an electrode assembly that is one of 
a single use assembly and a multiple use assembly, in that a single use assembly is 
defined identically to a removable and selectively mountable assembly, and a multiple 
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use assembly is synonymous with a permanently bonded assembly as discussed with 
regards to claim 6, 8 and 9. 

Regard jng claim 20, Friedman'167 discloses a method of treating a heart of a 
patient comprising the steps of inserting a flexible echocardiography probe into the 
patient's esophagus, performing an echocardiography to analyze the condition of the 
heart, and applying electric current to the at least one cardioversion electrode to supply 
a current to the heart (paragraphs [13]-[17]). 

Regarding claim 21, Friedman'167 discloses performing an additional 
echocardiography immediately after the cardioversion using the echocardiography 
transducer (paragraph [18]). 

Regarding claims 22 and 23, Friedman' 167discloses coupling the electrode 
sheath to the probe prior to inserting the device into the esophagus and disposing of the 
sheath after completing the procedure (paragraphs [6], [7], [10], [11], [12], [32] and [33]). 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claim 11 stands rejected under 35 U.S.C. 103(a) as being unpatentable over 
Friedman'167. 
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Regarding claim 11, Friedman'167 discloses the invention substantially as 
claimed but does not expressly disclose that the electrode is formed of a titanium foil. It 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made to modify the system and method as taught by Friedman'167 with a titanium foil 
electrode, since it is well known in the art that titanium is a good material for electrode 
construction due to its relatively low cost, durability, biocompatibility, and good electrical 
conduction properties. 

Response to Arguments 

6. Applicant's arguments, see paragraph 2 of page 7, filed 29 December 2006, with 
respect to the objection to the drawings have been fully considered and are persuasive. 
The objection to the drawings has been withdrawn. 

7. Applicant's arguments, see paragraph 3 on page 7, filed 29 December 2006, with 
respect to the rejection of claims 5 and 18 under 35 U.S.C. §1 12, second paragraph 
have been fully considered and are persuasive. The §112 rejection of claims 5 and 18 
has been withdrawn. 

8. Applicant's arguments filed 29 December 2006 have been fully considered but 
they are not persuasive. Claims 1-5, 7, 8, 10, 12-15 and 17-23 stand rejected under 35 
U.S.C. 102(e) as being anticipated by Friedman'167. 

In response to Applicant's argument that Friedman'167 fails to disclose a sheath 
and electrodes as a single unit, it is noted that the electrical contacts within the sheath 
are capable of function as electrodes. It is further noted that, as written, the claims are 
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anticipated by Friedman'167 since the act of clamping the electrode rings to the silicone 
sheath as disclosed in Friedman'167 can also be reasonably interpreted to mean "a 
sheath including an electrode" as is written in the instant claims. 

In response to applicant's argument that the references fail to show certain 
features of applicant's invention, it is noted that the features upon which applicant relies 
(i.e., strategic placement of the electrodes) are not recited in the rejected claim(s). 
Although the claims are interpreted in light of the specification, limitations from the 
specification are not read into the claims. See In re Van Geuns, 988 F.2d 1 181, 26 
USPQ2d 1057 (Fed. Cir. 1993). In this case, the recitation of "an operative position" 
merely limits the electrodes to being placed in a position in which they are functional to 
stimulate the esophagus. The electrodes as disclosed in Friedman'167 are therefore 
reasonably considered to be operative. Alternatively, the same electrodes can be seen 
as strategically located, in that they successfully stimulate the esophageal tissue, which 
is their disclosed use. 

While the rejection of claims 14 and 20 has also been specifically traversed, no 
arguments on the merits of said claims have been set forth. Examiner therefore 
assumes that the arguments posed on the similar rejection of claim 1 are intended to be 
directed to claims 14 and 20 as well. Therefore, the Examiner takes the position that 
claims 14 and 20 stand properly rejected under 35 U.S.C. §1 02(e) for reasons similar to 
those stated with regard to claim 1 above. 
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Conclusion 

9. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher A. Flory whose telephone number is (571 ) 
272-6820. The examiner can normally be reached on M - F 8:30 a.m. to 5:00 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on (571 ) 272-4955. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Christopher A. Flory 




17 April 2007 



